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	IRD Institutional Review Board
	

	
	

	
	


Request for Modification

Modification Request #: _     _________

	Section A                            Investigator Information

	IRD-IRB #:      

	Principal Investigator:                               Email      


	Study Title :         
                                                                

	Section B                            Type of Modification (Select ALL that apply)

	 FORMCHECKBOX 

	Amendment
	(Attach a Narrative and Supporting documentation)

Amendment #               Date of Amendment      

	 FORMCHECKBOX 

	New Procedures
	Describe how the change affects the risk/benefit: (Attach a description of the procedures)

     


	 FORMCHECKBOX 

	Change in Study Personnel  


	 FORMCHECKBOX 
add    

 FORMCHECKBOX 
 delete   FORMCHECKBOX 
 change   


	Include role of personnel, address, phone, email for additions – REMEMBER, all key persons on a study must have a valid  CITI certification

	
	
	
	     


	 FORMCHECKBOX 

	Change of Site
	 FORMCHECKBOX 
add     FORMCHECKBOX 
 delete   FORMCHECKBOX 
 modify (Attach a narrative that lists the resulting sites)

     

	 FORMCHECKBOX 

	Change in Enrollment 
	(Attach narrative justifying the change)

increase #                  decrease #                resulting total       to be enrolled

	 FORMCHECKBOX 

 FORMCHECKBOX 

	Consent Change

New Consent
	Version Date:       Highlighted changes and A clean copy  must be attached in both English and Urdu/other language    

Date:                          Targeted Population:             

    

	 FORMCHECKBOX 

	 Advertisement  


	Select All that apply and attach copies of ad or announcement

 FORMCHECKBOX 
Newspaper Ad –  Name of Paper         

 FORMCHECKBOX 
Radio Announcement – Station      
 FORMCHECKBOX 
Internet Posting -  Web-site                                                

 FORMCHECKBOX 
Television Announcement –  Station      
 FORMCHECKBOX 
Flyer – Distributed where      
 FORMCHECKBOX 
Information Brochure - Distributed how      
 FORMCHECKBOX 
 Other  -  Describe:           

Has this ad been approved by the sponsor?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

                                        

	 FORMCHECKBOX 

	Clinical Investigator’s Brochure
	Select one:

 FORMCHECKBOX 
Addendum                  FORMCHECKBOX 
Updated                      FORMCHECKBOX 
New

Date:                          Date:                          Date:      
	Should consent be changed based upon this revision?

 FORMCHECKBOX 
Yes                  FORMCHECKBOX 
No                     

	 FORMCHECKBOX 

	Funding
	 FORMCHECKBOX 
Add           Agency Name:                    

 FORMCHECKBOX 
Delete       Agency Name:      
                                                                   

	 FORMCHECKBOX 

	Site
	List all sites this amendment applies to:      

	 FORMCHECKBOX 

	Other
	Describe and attach a narrative.

     


	 FORMCHECKBOX 
 Supporting documentation is attached. (e.g., Narrative, modified documents with track changes form v2, etc.) MANDATORY


	SIGNATURES  (For electronic submission, typed name is acceptable; but please check relevant box to constitute a written signature)

	Principal Investigator                                                                                   
	

	**A check in this box will constitute a written signature  FORMCHECKBOX 
    Date      

	Required for student/trainee investigators

Supervisor:                                                                                   
	Email:         

	**A check in this box will constitute a written signature  FORMCHECKBOX 
 Date:      


NARRATIVE:       
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	Section C                                  IRB  USE ONLY

	* Protocol expiration is not changed by the approval of this modification*

___The Modification has been approved.                                               

___The Correspondence has been acknowledged.                                    

___Consent(s) dated_______________  has been approved.             

___Subjects currently enrolled must sign the new consent.

______________________________________________         Approval Date:_______________    Approval Type:  ___ Full

IRB Committee Member                                                                                                                                                   ___ Expedited
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